
Agency ~n~u~~atiu~ Cutlection Activities; Propused Cullec2ion; Comment Request; 

Postmarketing Adverse Drug Experienc=e Reporting 

ACTIQN: Notice. 

Red~~t~v~ Act of 1995 (the PRA), Federal agencies are required to publish notice in the Federal 

ReglsW concerning each prvpvsed cvZZection of infvmativn, including each prvpvsed extension 

of an existing collectian of i~f~~at~Q~, and tv allow 6U days for public comment in response 

ts the natice. This notice solicits cvments on pvstm eting adverse drug experience reporting 

aDd ~e~vrdkee~i~g requirements. 

DATES: Slrbtit written or electrvnic comments on the collection of infvmativn by [inser=~ da& 

60 ~~~~ @kr date ~~~~~~~~~~~~~ in the Federal Register]. 

ADDRESSES: Submit electronic cvmrnents on the colfeetivn of infurrnativn to http:// 

www.accessdata.fda.gov/scripts/ocldocketslcdoGkethome.cfm. Submit w&ten clients on the 

coIIectivn of ~~fv~ativ~ to Dockets Management Branch (HFA-X6), Fvvd and Drug 

Ad~i~s~ativ~~ 5630 Fishers Lane, rm. 1061, RuckviIle, 20852. All comments s 

identified with the docket number found in brackets in ding of this docw-nent. 

RTHER ~NF~~~ATl~N CONTACT: Karen L. Nelson, Office of Infvrznativn Resources 

a~ag~~~nt (MFA-25O), Food and Drug Ad~~s~ati~~, 5600 Fishers Lane, Ruckville, 

20857,X&-827-1482. 
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SU~~LE~~~TA~~ I~~~~~ATl~~~ Under the PRA (44 U.S.C. 350f-3520), FederaI agencies must 

tain approval from the Office of Management and Budget (OMB) for each collection of 

~~fo~at~on they conduct or sponsor, “Collection of information” is defined in 44 USC. 35~2(3) 

and 5 CFR 1320.3(c) and inc agency requests or requirements that members of the public 

s, keep records, or provide ~nfo~at~on to a third party. Section 35~6(c)(2)(A) of 

the P (4 U.S.G. 35~~(c)(2)(A)) requires Federal agencies to provide a W-day mtke in the 

ederti Regkter concerning each proposed collection of information, including each proposed 

extension of an existing coflection of information, before sub~tt~ng 

approval. ly with this requirement, FDA is publishing notice of the proposed collection 

of ~nfo~ation set forth in this document. 

With respect to the following collection of ~nfo~ation, FDA invites comments on: ( 

whether the proposed collection of information is necessary for the proper performance of IFIDA’s 

functions~ including w ether the information will have practical utility; (2) the accuracy of FDA% 

es~mate of the burden of the proposed collection of info~a~on, including the validity of the 

odology and ass~ptions used; (3) ways to enhance the quality, utility, md ckity of tie 

~~fo~at~on to e collected; and (4) ways to minimize e burden of the collection of i~f~~~t~~~ 

err respondents, including through the use of automated collection techniques, wheln appropriate, 

d other forms of ~nfo~ation technology. 

~~~trn~~~eting Adverse Drug Experience Reporting-21 CFR 310.305 and 31480 (OMB 

GontroI No, 091 23O)---Extension 

Sectiu~s 201,502,505, and 701 of the Federal. Food, Drug, and Cosmetic Act (the act) (21 

) 352,355, and 371) require that marketed drugs safe and effective. fn order to 

know whether gs that are not safe and effective are on the market, FDA must be promptly 

~~fo~ed of adverse experiences occasioned by the use of maketed drugs. In order to help ensure 

this, issued regulations ($8 310.305 and 314.80 (21 CFR 310,305 and 314.80)) to impose 



3 

reposing and recordkeepjng requirements on the drug industry that wou d enable FXM to t&e 

necessary fur protection of the public health from adverse dnrg experiences. 

plicants who have received marketing approval of drug products are required to report 

to A serious, unexpected adverse drug experiences, as well as followup reports when needed 

(6 3 ~4.~~(c)( I)). This includes reports of all foreign or domestic adverse experiences as well as 

those obtajned in scientific literature and from postm~keting epidemio~ogica~su~eillance studies 

314.~Q(c)(2) applicants must provide periodic reports of adverse drug experiences. A 

~e~odjc report includes, for the reporting interval, reports o serious, expected adverse dmg 

ex~e~ences and all no~se~ous adverse dmg experiences, a narrative suck and analysis af 

adverse drug experiences and a istory of actions taken because of adverse drug ex 

licants must keep for 10 years records of all adverse drug experience reports known 

to the applicant. 

tion drug products without approved new dru 

abbreviated new cations, manufacturers, packers, and dist~butors are required to re 

to F?DA serious, unexpected adverse drug experiences as we 1 as followup reports when needed 

3~~~3~5(~ each manufacturers packer, and distributor shall maintain for 

IQ years recor s of all adverse drug experiences required to be reported. 

mar-y purpose of FDA’s adverse drug experience reporting system is to provide a signal 

for ~~tent~al~y se ous safety problems with marketed d-rugs. Although premarket testing discloses 

a general safety ew drug‘s comp~atively cormson adverse effects, the larger and 

mure diverse patient populations exposed to the marketed drug provides, for the first time, 

opp~rtuni to collect jnfo~atjon on rare, latent, and long-tern-r effects. Signafs are obtained from 

a variety of sources, inc~udjng reports from patients, treating physicians, foreign regulatory 

agencies, and cfinical investigators. Information derived from the adverse drug experience reporting 

system co~t~butes directly to increased public health protection because the ~nfo~ation enables 



FDA to make im ortant changes to the product’s labeling (such as adding a new waking) and 

when necessary, to initiate removal of a drug from the market. 

esponde~ts to this coffection of information are manufac~rers, packers, distributors, and 

app~jca~ts. FnA estimates the burden uf &is collection of information as follows: 
TABLE 1 .-ESTIMATED ANNUAL REPORTING BURDEN’ 

TABLE 2.-ESTIMATED ANNUAL ~~~~~5KEE~iN~ BURDEN’ 

2f CFR Section No. of 
I 

Annual Frequenq per 
Recordkeepers ~~ordkeepi~g I 

Total Annual 
RWUrdS I 

HOW$ per T&af Ha;un 

1 There are no capital costs or operating and maintenance costs associated with this colIetiion of i~f~~at~n. 



ese es~mates are based on FDA’s knowledge of adverse drug experience re 

e time needed to prepare the reports and the number of reports 

s~b~tted to the agency. 

Dated: _ tTJr/a-~a 
February 12, 2uo2. 

Margaret M. Dotzel, 
Associate Commissioner for Policy. 

Dot. 02--????3 Fifed ??-??--02; 8:45 am] 


